Scheme 1. Conformational search and chemical conversion during rHBsAg manm-nrm 

A. Schematic Representation for Epitope Evolution 
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B. Chemical Conversion - Interchain Disulfide Bond Cross-linkins 
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In Vitro Rehri ve Potency A.ssav 

DAY 1 Pre-treat standard and samples - Section III. A. 

Dispense 200 mcL of each created standard or sample dilution into wells 

i 

Dispense 200 mcL of the Diluent Control and the Kit Concrols into reolicate we'ls 

I 

=S Aad 50 mcL of conjugate to wells 

m l 

^j 1 Tap tray gently to rrdx 

~N i 

-SCI , .~ 

.3 e* Aac one oeac to eacn test well 

hfc Incubate trays for 12-20 hours at 20-23°C 

ru 

fU DA ^ 2 Wash beads 1 cycle with 14 ± 3 mL distilled water 

Transfer beads to tubes 

I 

Add 300 mcL of OPD substrate solution 
I 

Incubate 30 to 35 minutes at 20-28 °C in the dark 
I 

Add 1 mL of IN Sulfuric acid to each tube 
i 

Read tubes in Quantumatic™ within 2. hours 
- Read Kit Controls blanked on substrate. 
- Read Standards and test blanked on samole diluent. 




* In Vl -"a Relative Fctency Specif ^ c ^» cr 

Ccrrsspcnding tc Mcuse Pctsncy Specification 




In Vitro FtF 
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— Linear Regression 
_. Simcie westing 

Correlation Coefficient (r) = 0.9053 
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Relative Antigenicity of FAF(%) 

Linear relationship between !VRF of BAP vs. relative antigenicity of FAF (%) by 



